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DETAILED ACTION 

Application Status 

In response to the previous Office actions, a non-final rejection (mailed on 
04/15/2008), Applicants filed a response and amendment received on 09/15/2008. Said 
amendment, canceled Claims 2, 14-19 and 23, amended Claims 1, 3 and 7, and added 
Claims 52-55. Claims 1 , 3-1 3, 26 and 52-55 are at issue and present for examination. 

Applicants' arguments filed on 09/15/2008, have been fully considered, and are 
deemed to be persuasive to overcome some of the rejections previously applied. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. 

The text of those sections of Title 35 U.S. Code not included in the instant action 
can be found in a prior Office action. 

It is noted by the Examiner that Claims 20-22, 24, 25 and 27-51 were withdrawn 
from further consideration by the Examiner, 37 CFR 1 .142(b) as being drawn to a non- 
elected invention, in the previous Office actions, a non-Final rejection (mailed on 
12/29/2006). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. § 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 
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Claims 7 and 54 are rejected under of 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 7 recites the phrase, "stringent conditions" which is unclear and indefinite. 

It is noted by the Examiner that "stringent conditions" are not defined in the 

specification. It is further noted that paragraph [0041] of the specification states that: 

"[a]s used herein, the term "hybridizes under stringent conditions" is intended to 
describe conditions for hybridization and washing under which nucleotide 
sequences at least 60% identical to each other typically remain hybridized to 
each other. ... A preferred, non-limiting example of stringent hybridization 
conditions are hybridization in 6X sodium chloride/sodium citrate (SSC) at about 
45.degree. C, followed by one or more washes in 0.2.times.SSC, 0.1% SDS at 
50.degree. C, preferably at 55.degree. C, and more preferably at 60.degree. C. 
or 65.degree. C." (italicized for added emphasis). 

As such, the recitation of "stringent conditions" is unclear absent a statement of 
the conditions under which the hybridization reaction is performed. Nucleic acids which 
will hybridize under some hybridization conditions will not necessarily hybridize under 
different conditions. The art does not recognize a single set of experimental conditions 
as "stringent" and the specification does not define what should be regarded as 
"stringent" as indicated above. While the specification has provided some conditions 
which are considered "stringent", these are merely exemplary conditions which do not 
define all the conditions intended to be "stringent". For examination purposes, it will be 
assumed that the term "stringent conditions" reads "any hybridization conditions". 
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Claim 54 recites the phrase, "The isolated nucleic acid molecule of claim 4 
having one or more Tome-1 activities," which is unclear and indefinite. The reason is 
that Tome-1 activities are properties of the Tome-1 protein, and NOT of the "isolated 
nucleic acid molecule of claim 4". In the interest of advancing prosecution, the noted 
phrase is interpreted as "The isolated nucleic acid molecule of claim 4, wherein the said 
nucleic acid molecule encodes a protein having one or more Tome-1 activities". 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 3, 5-13, 26, 52 and 53 are rejected under 35 U.S.C. § 112, first 
paragraph, written description, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The rejection was stated in the previous office action as it applied to previous 
claims 1,3-13 and 26. In response to this rejection, Applicants have cancelled claim 2, 
and amended claims 1 , 3 and 7, and added claims 52-55, and traverse the rejection as 
it applies to the newly amended claims. 
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Applicants point out that the recitation of a nucleotide sequence or amino acid 
sequence having at least about 85% sequence homology represents a partial structure. 
That is, at least 85% of the nucleic acids in the sequence will match those of SEQ ID 
NO:4, SEQ ID NO:5 or SEQ ID NO:6, and at least 85% of the amino acids in the 
sequence will match those of SEQ ID NO:1 , SEQ ID NO:2 or SEQ ID NO:3. The 
disclosure of SEQ ID NOs:1 , 2, 3, 4, 5 and 6 combined with the pre-existing knowledge 
in the art regarding the genetic code would have put one of skill in the art in possession 
of the genus of nucleic acids that encode SEQ ID NO:4, SEQ ID NO:5 and SEQ ID 
NO:6, and the genus of amino acids that encode SEQ ID NO:1 , SEQ ID NO:2 and SEQ 
ID NO:3 (See Written Description Training Materials, Revision 1, March 25, 2008, pages 
37 and 38). Thus, the instant specification provides adequate written description for 
claims 52 and 53. Amended claims 1 and 3 and claims depending therefrom recite an 
amino acid sequence or nucleic acid molecule, respectively, having 80% sequence 
homology to SEQ ID NO:1 , SEQ ID NO:2 or SEQ ID NO:3 (claim 1 ) or 80% sequence 
homology to SEQ ID NO:4, SEQ ID NO:5 or SEQ ID NO:6 (claim 3). Claims 5 and 6 
and claims depending therefrom recite nucleic acid molecule or amino acid sequence, 
respectively, having 85% sequence homology to SEQ ID NO:4, SEQ ID NO:5 or SEQ 
ID NO:6 (claim 5) or 80% sequence homology to SEQ ID NO: 1 , SEQ ID NO:2 or SEQ 
ID NO:3 (claim 6). 

Applicants' arguments have been fully considered but are not deemed 
persuasive for the following reasons. First, claims are drawn to a genus of isolated 
nucleic acid molecules from a eukaryotic cell, [1] wherein said nucleic acid molecules 
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comprises any nucleic acid sequence with at least about 80% or 85% sequence 
homology to a nucleic acid comprising a nucleotide sequence selected from the group 
consisting of SEQ ID NO:4, SEQ ID NO:5 and SEQ ID NO:6, or [2] which encodes a 
polypeptide comprising any amino acid sequence having at least about 80% or 85% 
sequence homology to an amino acid sequence selected from the group consisting of 
SEQ ID NO: 1, SEQ ID NO:2 and SEQ ID NO:3, wherein the polypeptide has one or 
more trigger of mitotic entry 1 (Tome-1 ) activities; wherein said activities are selected 
from the group consisting of: a) modulating ubiquitinylation of weel protein; b) 
modulating degradation of weel protein; c) modulating Skp-Cullin-F-box protein 
complex (SCF complex) components, wherein said components are Skp-1, Cul-1, Rbx 
and an F Box substrate; d) modulating entry of a cell into the cell cycle; e) modulating 
progression of a cell through the cell cycle; f) modulating release of a cell from the cell 
cycle; g) modulating cell growth; h) modulating cellular proliferation; i) modulating 
tumorigenesis; and j) modulating mitogenesis. In other words, the recited genus of 
isolated nucleic acid sequences encompasses any polynucleotide sequences [1] 
having at least 80% or 85% sequence homology to SEQ ID NOs: 4-6, or [2] which 
encodes any amino acid sequence having at least 80% or 85% sequence homology to 
SEQ ID NOs: 1-3, as long as the encoded protein has the broadly defined functions or 
activities as recited in a) through j). Such a broad genus of isolated nucleic acid 
molecules with widely variant structures, wherein the proteins encoded by said nucleic 
acid molecules have many different broadly defined functions/activities as recited in a) 
through j) are not adequately described by the disclosure of the specification because 
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said disclosure is limited to polynucleotides having the nucleotide sequences of SEQ ID 
NOs: 4-6 which encode the mouse, human and Xenopus Tome-1 proteins as set forth in 
SEQ ID NOs: 1-3, respectively, wherein said Tome-1 proteins interact with 
phosphorylated Wee1 for ubiquitination-dependent Wee-1 degradation. The reason is 
that a complex network of proteins having widely variant biological activities, i.e., widely 
variant activities of cell-cycle check point proteins at [1] GO, [2] G1, [3] S, [4] intra S, [5] 
G2 and [6] M just to mention a few, are required for modulating entry of a cell into the 
cell cycle. As such, widely variant functions/activities described in d)-j) of claim 1 , are 
not described by the specification. Furthermore, widely variant nucleic acid sequences 
encoding proteins having mere 80% or 85% sequence homology to SEQ ID NOs 1-3 
with widely variant functions, i.e., especially those activities recited in d) through j) in 
claim 1 , are not adequately described by the specification. It is well-known and 
accepted in the relevant art that proteins having very similar structure can have different 
activities. See Witkowski et al., (Biochemistry, 38, 1 1643-1 1650, 1999), and Wishart et 
al., (Journal of Biological Chemistry, Vol. 270, No. 45, pp. 26782-26785, 1995). In light 
of this notion, one of skill in the art would not have recognized that Applicants were in 
possession of any isolated nucleic acid molecule [1] having at least 80% or 85% 
sequence homology to SEQ ID NOs: 4-6, or [2] which encodes any amino acid 
sequence having at least 80% or 85% sequence homology to SEQ ID NOs: 1-3, in 
addition to having widely variant functions as described in d)-j) of claim 1 . 

Newly added claims 52 and 53 are rejected under this statute for the same 
reasons provided herein and in the previous office actions. 
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Please refer to the M.P.E.P. section 2163 [R-5] under II, A, 3, (a), (ii)for more 
details with respect to sufficient number of representative species that should be 
disclosed to describe a widely variant genus. 

Given the lack of additional representatives of a genus of isolated nucleic acid 
molecules [1] having at least 80% or 85% sequence homology to SEQ ID NOs: 4-6, or 
[2] which encodes any amino acid sequence having at least 80% or 85% sequence 
homology to SEQ ID NOs: 1-3, in addition to having widely variant functions, as 
encompassed by the claim, Applicants have failed to sufficiently describe the claimed 
invention, in such full, clear, concise, and exact terms that a skilled artisan would 
recognize Applicants were in possession of the claimed invention. 

Applicant is referred to the revised guidelines concerning compliance with the 
written description requirement of U.S.C. 112, first paragraph, published in the Official 
Gazette and also available at www.uspto.gov. 

Claims 1, 3, 5-13, 26, 52 and 53 are rejected under 35 U.S.C. 112, first 
paragraph, scope of enablement, because the specification, while being enabling for 
isolated nucleic acid molecules comprising the nucleotide sequences of SEQ ID NOs: 4- 
6 which encode the mouse, human and Xenopus Tome-1 proteins as set forth in SEQ 
ID NOs: 1-3, respectively, wherein said Tome-1 proteins interact with phosphorylated 
Wee1 for ubiquitination-dependent Wee-1 degradation, does not reasonably provide 
enablement for any isolated nucleic acid molecule [1] having at least 80% or 85% 
sequence homology to SEQ ID NOs: 4-6, or [2] which encodes any amino acid 
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sequence having at least 80% or 85% sequence homology to SEQ ID NOs: 1-3, in 
addition to having widely variant functions as described in a)-j) of claim 1 . Therefore, 
the specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention commensurate 
in scope with these claims. 

The rejection was stated in the previous office action as it applied to previous 
claims 1,3-13 and 26. In response to this rejection, Applicants have cancelled claim 2, 
amended claims 1 , 3 and 7, and added claims 52-55, and traverse the rejection as it 
applies to the newly amended claims. 

Applicants respectfully submit that the instant specification provides ample 
direction and guidance to make and use an isolated nucleic acid molecule comprising a 
nucleotide sequence selected from the group consisting of SEQ ID NO:4, SEQ ID NO:5 
and SEQ ID NO:6 as well as to make and use an isolated nucleotide sequence 
containing 80% or 85% sequence homology to SEQ ID NO:4, SEQ ID NO:5 or SEQ ID 
NO:6. Applicants respectfully submit that the instant specification provides ample 
direction and guidance to make and use an amino acid sequence selected from the 
group consisting of SEQ ID NO: 1 , SEQ ID NO:2 and SEQ ID NO:3 as well as to make 
and use an amino acid sequence containing 80% or 85% sequence homology to SEQ 
ID NO:1 , SEQ ID NO:2 or SEQ ID NO:3. Applicants provide the nucleotide sequence for 
each of SEQ ID NO:4, SEQ ID NO:5 and SEQ ID NO:6, and provide the amino acid 
sequences for each of SEQ ID NO: 1 , SEQ ID NO:2 and SEQ ID NO:3. In view of the 
sequence information that Applicants provide and in view of the knowledge and skill of 
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one of ordinary skill in the art at the time of filing, determining whether a nucleic acid 
molecule includes a sequence set forth as SEQ ID NO:4, SEQ ID NO:5 or SEQ ID NO:6 
or a sequence having 80% or 85% sequence homology thereto would involve only 
routine screening using techniques that were well known in the art at the time of filing. 
Similarly, determining whether an amino acid sequence includes a sequence set forth 
as SEQ ID NO:1 , SEQ ID NO:2 or SEQ ID NO:3 or a sequence having 80% or 85% 
sequence homology thereto would involve only routine screening using techniques that 
were well known in the art at the time of filing. 

Applicants' arguments have been fully considered but are not deemed 
persuasive for the following reasons. First, Claims are so broad to encompass any 
isolated nucleic acid molecule [1] having at least 80% of 85% sequence homology to 
SEQ ID NOs: 4-6, or [2] which encodes any amino acid sequence having at least 80% 
or 85% sequence homology to SEQ ID NOs: 1-3, in addition to having widely variant 
functions as described in a)-j) of claim 1 . The specification, however, does not support 
the broad scope of the claims which encompass all modifications and fragments of any 
isolated nucleic acid molecule [1] having at least 80% or 85% sequence homology to 
SEQ ID NOs: 4-6, or [2] which encodes any amino acid sequence having at least 80% 
or 85% sequence homology to SEQ ID NOs: 1-3, as long as it has widely variant 
functions as described in a)-j) of claim 1 . For instance, the specification does not 
provide support for making and using an isolated nucleic acid molecule having 80% or 
85% sequence homology to SEQ ID NO: 4, which increases tumorigenesis while 
decreasing cellular proliferation. Furthermore, the specification does not enable one of 
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skill in the art how to make and use an isolated nucleic acid molecule having 80% 
sequence homology to SEQ ID NO: 4 which increases only the cellular proliferation 
without affecting the tumorigenesis, or vise versa, all of which are encompassed by the 
claimed language, "one or more Tome-1 activities; wherein said activities are selected 
from the group consisting of: ... modulating cell growth [or cellular proliferation, 
tumorigenesis, mitogenesis, etc]." Given the widely variant biological activities that 
encompassed by the activities recited in d) through j) of claim 1 as explained above, in 
addition to the notion that proteins having very similar structure can have different 
activities (see Witkowski et al., and Wishart et al.), it would be undue experimentation 
for one of skill in the art to make and use the claimed invention. 

Newly added claims 52 and 53 are rejected under this statute for the same 
reasons provided herein and in the previous office actions. 

Taken together, the specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention commensurate in scope with these claims. 

The scope of the claims must bear a reasonable correlation with the scope of 
enablement (In re Fisher, 166 USPQ 19 24 (CCPA 1970)). Without sufficient guidance, 
determination of any isolated nucleic acid molecule [1] having at least 80% or 85% 
sequence homology to SEQ ID NOs: 4-6, or [2] which encodes any amino acid 
sequence having at least 80% or 85% sequence homology to SEQ ID NOs: 1-3, in 
addition to having widely variant functions as described in a)-j) of claim 1 having the 
desired biological characteristics is unpredictable and the experimentation left to those 
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skilled in the art is unnecessarily, and improperly, extensive and undue. See In re 
Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 

Claim Rejections - 35 USC § 102 

Claims 1, 3, 5-13, 26 and 53 are rejected under 35 U.S.C. 102(b) as anticipated 
by Walker et al. (WO/2002/018575). 

The rejection was stated in the previous office action as it applied to previous 
claims 1-3, 5-13 and 26. In response to this rejection, Applicants have cancelled claim 
2, amended claims 1 , 3 and 7, and added claims 52-55, and traverse the rejection as it 
applies to the newly amended claims. 

Applicants argue that Walker et al. do not teach that SEQ ID NO: 3 encodes any 
polypeptide, Let alone a polypeptide having at least 80% homology to SEQ ID NO: 2. 
and/or one or more Tome-1 activities. 

Applicants' arguments have been fully considered but are not deemed 
persuasive for the following reasons. First, it is noted that there are no new issues, 
which are raised in the instant rejection. For Applicants convenience and clarity, the 
instant rejection of record is outlined herein with minor modifications to account for 
Applicants' new amendment to claims. 

Walker et al. teach genes expressed in the cell cycle. Walker et al. specifically 
teach an isolated nucleic acid molecule (SEQ ID NO:3 of WO/2002/018575), which has 
97% sequence homology to the Applicant's SEQ ID NO: 5, wherein the SEQ ID NO:3 of 
WO/2002/018575 encodes an amino acid sequence having at least 85% sequence 
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homology to Applicant's SEQ ID NO: 2, wherein the SEQ ID NO:3 of WO/2002/018575 
has one or more Tome-1 activities (see the sequence alignment result below). It is 
noted that because Walker et al.'s SEQ ID NO: 3 and Applicants' SEQ ID NO: 5 are 
nearly identical, i.e., having 97% sequence homology, it is an inherent property of 
Walker et al.'s SEQ ID NO: 3 to encode a polypeptide having at least 85% sequence 
homology to Applicant's SEQ ID NO: 2, and the encoded polypeptide would inherently 
possess one or more Tome-1 activities as recited in claims. 

Teachings of Walker et al. also anticipate the limitations of Claims 7, 8 and 26 
because it is an inherent property of SEQ ID NO:3 of WO/2002/018575, which is 97% 
homologous to the Applicant's SEQ ID NO: 5, to hybridize to and be complementary to 
the Applicant's SEQ ID NO: 5 under any hybridization conditions (see above 1 12 2 nd 
paragraph rejection). Walker et al. further teach the hybridization conditions and 
methods using the cDNAs of the Sequence Listing as disclosed on pg. 24-27 under 
section heading "VIII Hybridization Technologies and Analyses. Walker et al. also teach 
complementary molecules to the cDNAfor use in detection and inhibition of gene 
expression on pg. 27-28 under section heading "IX Complementary Molecules." 

Walker et al. teach the protein expression of the cDNA in their Sequence Listing 
using pUB6/V5-His vector in either CHO cells for mammalian expression or Sf9 cells for 
insect cell expression (see pg. 28 under section heading "Protein Expression). The 
expressed proteins cloned in pUB6/V5-His expression vectors comprise affinity tags 
consisting of V5 epitope and His6, making the expressed proteins a heterologous 
protein. Therefore, Walker et al. anticipate Claims 9-13. 
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The newly added claim 53 is included in this rejection for the same reasons 
provided herein and in the previous office actions. 

It is noted that "Qy" refers to Applicants' SEQ ID NO: 5, and "Db" refers to SEQ 
ID NO: 3 in Walker etal. 



RESULT 7 
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LOCUS 

DEFLNLTLON 

ACCESSION 

VERSION 

KEYWORDS 

SOURCE 

ORGANISM 



REFERENCE 
AUTHORS 
TITLE 

K -UUNAI 



AX458895 1324 bp DNJ 

Sequence 3 from Patent WO0218575. 
AX458895 

AX458895.1 GI:21725489 

Homo sapiens (human) 
Homo sapiens 

Eukaryota; Metazoa; Chordata; Craniat; 
Mammalia; Eutheria; Euarchontoglires; 
Hominidae; Homo. 

Walker , M. G . and Jung,K. 
Genes expressed in the cell cycle 
Patent: WO 0218575-A 3 07-MAR-2002; 
Incyte Genomics, Inc. (US) 

Location/Qualifiers 

1. .1324 

/organism="Homo sapiens" 
/mol_type="unassigned DNA" 
/db_xref="taxon: 9606" 
/note="Incyte ID No: 201989.^ 



Query Match 
Best Local Simila: 
Matches 1118; Coi 



Lty 



99 



1 1 0 ' 



Pred. No. 



Length 1324; 
Indels 1; Gaps 



0; Mismatches 

1 CCACGAGCTGTTGTGCATCCAGAGGTGGAATTGGGGCCCGGCATTCCCTCCTCGTCCCGG 60 

20 6 CCACGAGCTGTTGTGCATCCAGAGGTGGAATTGGGGCCCGGCATTCCCTCCTCGTCCCGG 2 65 

61 - 119 

2 66 GCTGGCCCTTGCCCCCCACCCTG:fiA:r::r.?.?rr.?A.?Ar.?^:CTCAGCCflAGAGCGTCC 325 
1 2 0 CAGTCACACCAGCGCGGCCTCCGCCGCACAACAAGCATCTGGCTCGAGTGGCGGACCCCC 17 9 
32 6 CAGTCACACCAGCGCGGCCTCCGCCGCACAACAAGCATCTGGCTCGAGTGGCGGACCCCC 385 
180 GTTCACCTAGTGCTGGCATCCTGCGCACTCCCATCCAGGTGGAGAGCTCTCCACAGCCAG 23 9 

TGGCATCCTGCGCACTCCCATCCAGGTGGAGAGCTCTCCACAGCCAG 4 4 5 

24 0 jGGAGCAACTGGAGGGTCTTAAACATGCCCAGGACTCAGATCCCCGCT 2 99 

44 6 GCCTACCAGCAGGGGAGCAACTGGAGGGTCTTAAACATGCCCAGGACTCAGATCCCCGCT 505 

3 00 CTCCTACTCTTGGTATTGCACGGACACCTATGAAGACCAGCAGTGGAGACCCCCCAAGCC 35 9 
5 0 6 CTCCTACTCTTGGTATTGCACGGACACCTATGAAGACCAGCAGTGGAGACCCCCCAAGCC 5 65 
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Qy : TGAAGTATTTGAAACTGAAGACTCTAAATCAAATCTTCCCC 419 

Db 5 66 CACTGGTGAAACAGCTGAGTGAAGTATTTGAAACTGAAGACTCTAAATCAAATCTTCCCC 625 

Qy 420 CAGAGCCTGTTCTGCCCCCAGAGGCACCTTTATCTTCTGAATTGGACTTGCCTCTGGGTA 479 

Db 62 6 CAGAGCCTGTTCTGCCCCCAGAGGCACCTTTATCTTCTGAATTGGACTTGCCTCTGGGTA 685 

Qy 480 CCCAGTTATCTGTTGAGGAACAGATGCCACCTTGGAACCAGACTGAGTTCCCCTCCAAAC 539 

Db AACAGATGCCACCTTGGAACCAGACTGAGTTCCCCTCCAAAC 745 

Qy 54ii AGGTGTTTT AAGGAGGAAGCAAGACAGCCCACAGAAACCCCTGTGGCCAGCCAGAGCT 599 

Db 746 AGGTGTTT1 A? AGGAAGCAAGACAGCCCACAGAAACCCCTGTGGCCAGCCAGAGC1 805 

Qy 600 CCGACAAGCCCTCAAGGGA TGAGA T AGAT II AGGTT TATG G AATAGAT 659 

Db 80 6 CCGACAAGCCCTCAAGGGACCCTGAGACTCCCAGATCTTCAGGTTCTATGCGCAATAGAT 8 65 

Qy 6 60 GGAAACCAAACAGCAGCAAGGTACTAGGGAGATCCCCCCTCACCATCCTGCAGGATGACA 719 

Db 8 66 GGAAACCAAACAGCAGCAAGGTACTAGGGAGATCCCCCCTCACCATCCTGCAGGATGACA 925 

Qy 72 0 ACTCCCCTGGCACCCTGACACTACGACAGGGTAAGCGGCCTTCACCCCTAAGTGAAAATG 77 9 

Db 92 6 ACTCCCCTGGCACCCTGACACTACGACAGGGTAAGCGGCCTTCACCCCTAAGTGAAAATG 985 

Qy 780 TTAGTGAACTAAAGGAAGGAGCCATTCTTGGAACTGGACGACTTCTGAAAACTGGAGGAC 839 

Db 986 T T AG T GAAC T AAAGGAAGGAGC C AT T C T T GGAAC T GGACGAC T T C T GAAAAC T GGAGGAC 1045 

Qy 84 0 GAGCATGGGAGCAAGGCCAGGACCATGACAAGGAAAATCAGCACTTTCCCTTGGTGGAGA 8 99 

Db 1046 GAGCATGGGAGCAAGGCCAGGACCATGACAAGGAAAATCAGCACTTTCCCTTGGTGGAGA 1105 

Qy 900 GCTAGGCCCTGCATGGCCCCAGCAATGCAGTCACCCAGGGCCTGGTGATATCTGTGTCCT 959 

Db 110 6 GCTAGGCCCTGCATGGCCCCAGCAATGCAGTCACCCAGGGCCTGGTGATATCTGTGTCCT 1165 

Qy 960 CTCACCCCTTCTTTCCCAGGGATACTGAGGAATGGCTTGTTTTCTTAGACTCCTCCTCAG 1019 

Db 1166 CTCACCCCTTCTTTCCCAGGGATACTGAGGAATGGCTTGTTTTCTTAGACTCCTCCTCAG 1225 

Qy 1020 CTACCAAACTGGGACTCACAGCTTTATTGGGCTTTCTTTGTGTCTTGTGTGTTTCTTTTA 1079 

Db 1226 CTACCAAACTGGGACTCACAGCTTTATTGGGCTTTCTTTGTGTCTTGTGTGTTTCTTTTA 1285 

Qy 1080 TATTAAAGGAAGTAATTTTAAATGTTACTTTAAAAAGGT 1118 

Db 12" TATTAAAG AA' ,TAATTTTAAATGTTACTTTAAAAAGGT 1324 

Therefore, Walker et al. anticipate claims 1, 3, 5-13, 26 and 53. 

The examiner has presented evidence to reasonably support the polynucleotide 
of the prior art, which is encompassed by the claim. According to MPEP 21 12.V, once a 
reference teaching a product appearing to be substantially identical is made the basis of 
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a rejection, and the examiner presents evidence or reasoning tending to show 
inherency, the burden shifts to the applicant to show an unobvious difference. 

Since the Office does not have the facilities for examining and comparing 
applicants' polynucleotide (or the encoded protein) with the polynucleotide (or the 
encoded protein) of the prior art, the burden is on the applicant to show a novel or 
unobvious difference between the claimed product and the product of the prior art (i.e., 
that the polynucleotide of the prior art does not possess the same material structural 
and functional characteristics of the claimed polynucleotide). See In re Best, 562 F.2d 
1252, 195 USPQ 430 (CCPA 1977) and In re Fitzgerald et al., 205 USPQ 594. 

For the reasons provided herein and in the previous office actions, the rejection 
under this statute is maintained. 

The previous rejection of Claims 1 , 3, 5-8, 1 0 and 26 under 35 U.S.C. 1 02(b) as 
anticipated by Zhao et al. (Human CDC23: cDNA Cloning, Mapping to 5q31, Genomic 
Structure, and Evaluation as a Candidate Tumor Suppressor Gene in Myeloid 
Leukemias, GENOMICS 53, 184-190, 1998) as evidenced by Walker et al. 
(WO/2002/018575), is withdrawn because CDC23 is different from SEQ ID NO: 3 of 
Walker et al. 

Conclusion 

Claims 1 , 3, 5-13, 26, 52 and 53 are rejected for the reasons identified in this 
Office action. Claims 4, 54 and 55 are allowable over the prior art of record. Applicants 
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must respond to the objections/rejections in each section in this Office action to be fully 
responsive in prosecution. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jae W. Lee whose telephone number is 571-272-9949. 
The examiner can normally be reached on M-F between 9:30-7. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JAE W LEE/ 
Examiner, Art Unit 1656 



/Rebecca E. Prouty/ 
Primary Examiner, 
Art Unit 1652 



